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This listing of claims will replace all prior versions, and listings, of claims in the application: 
Listing of Claims : 

I. (Currently Amended) A pharmaceutical composition comprising from about 2 
nig 10 abom 4 mg ofmicromzed dmspirenone panicles, about 0,01 mg to about 0.05 mg of 
17u-erhmylesiradiof and one or more phannaceuticalJy acceptable carriers, rhe composition 
being m an or^l dose form exposed 10 the gastric environment upon dissolution , and the 
composition beim* effective lor oral contraception in u human female . 




2, (CANCELED) 



3. (Previously Presented) A composition according to claim 1, wherein the amount 
oi drospiienone is from about 2,5 me> to about 3,5 rng- 

4. (Original) A composition according to claim I wherein the ethmylestradiol is in 
micronued form or sprayed from a solution onto panicles of an men carrier. 

5. (Previously Presented) A composition according to claim 1 , wherein the amount 
of ethinylesiradiol is from about 0.015 mg to about 0.04 mg- 

6- (Previously Presented) A composition according to claim 1, wherein the amount 
of drospirenone is from about 3,0 to about 3.5 xng and the amount of ethmylestradiol is from 
about 0.015 lo about 0.03 mg. 
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7. (Previously presented) A composition according to claim 1, wherein the 
pharmaceutical ly acceptable carrier promotes rapid dissolution of the drospirenone and 
ethmylestradiol, the dissolution bem& determined by applying the LISP XXIII Paddle Method 
u*m^ a USP dissolution test apparatus 2 at a stirring rare of 50 rpm, including 6 covered glass 

vessels and 6 paddles, the dissolution media being. 900 ml of water at 37 U C (± 0.5°C), and 
wherein rapid dissolution means that at least 70% of the drospirenone , when provided as a tablet 
containing 3 of drospirenone, is dissolved within 30 minutes. 

8. (CANCELED) 

l >, (Previously Presented) A composition according to claim 7, wherein at least 
80% of the drospirenone is dissolved within 20 minutes. 

10. (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, placed in a packaging unit and intended for oral administration for 
a period 'of 21 consecutive days, wherein said daily dosage units each comprise a combination of 
mkroni2ed drospirenone partiuJes in an amount of from aboui 2 mg io about 4 mg and 17u- 
ethinylestradiol in an amount from about 0.0 1 to about 0.05 m e, and wherein said daily dosage 
units comprising drospirenone are effective for oral contraception in a human female . 
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j i. (Previously presented) A kit according to claim 10, which additionally 
comprises 7 daily dosage unns containing no acitve agent intended for oral administration 
subsequent 10 the period ot"21 consecutive days, the total number of daily dosage units being, ai 
least 28. 

12. (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, placed in a packaging unit and intended for oral administration for 
a period of 22, 23 or 24 consecutive days, wherein said daily dosage units each comprise a 
combination of nncromzed drospirenone particles in an amount of from about 2 mg to about 4 
my and 1 7(/-eihmylestradiol m an amount from about 0.01 to about 0.05 mg , and a number of 
daily dosage units containing no active agent which is 6, 5 or 4, and wherein said daily dosage 
units coinpnsmu drosntrenone are effective for oral contraception m a human female . 

13. (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, placed in a packaging unit and intended for oral administration for 
a period of 28, or a multiple of 28, consecutive days, wherein said daily dosage units each 
comprise a combination of rmcronized drospirenone particles in an amount of from about 2 mg 
u> about 4 nig and 1 7a-ethinylestradio! in an amount from about U.G1 to about 0.05 m g, and 
wher ein said daily dosaue units comprising drospirenone are effective for oral contraception in a 
human female 
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14. (Previously presented) A Jul according to claim 13 3 which additionally 
comprises a number of daily dosage units comprising the combination of drospirenone and 
eihinytcsirudiol which is a inuliiple of 21, 22, 23 or 24, and comprises a number of daily dosage 
anus containing no active agent which is a multiple of 7, 6, 5 or 4. 

15. (CANCELED) 

16. (Freviously presented) A kit according xo claim 10 wherein the 21 daily dosage 
uniis comprise drospirenone in an amount of from about 2,5 mg to about 3.5 mg and 

1 7u-eihjnyiesiradiol in an amount of from about 0.015 mg to about 0.04 mg. 

17. (Previously Presented) A kit according to claim 10, wherein the daily dosage 
units comprise druspirenone in an amount of from about 3.0 to about 3.5 mg and 17a- 
eihniylestradiol in iin amount of from about 0.015 to about 0.03 mg. 

18. (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, placed m a packaging unit and intended for oral administration for 
a period of at least 28 consecutive days, wherein at least 21 of said daily dosage unns comprise a 
combination of micronized drospirenone particles in an amount of from about 2 mg to about 4 
mg and 1 7u-erhinylesrradiol in an amount from about 0.01 10 about 0.05 mg, wherein at least 1 
bui no mure ihan 7 of said daily dosage units coniain 1 7a-ethinylestradiol in an amount from 
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about O.Ol to about 0.05 mg and contain no drospirenone . an d where in said daily dosage units 
comprisinudrospirenone are effecnve for oral contraception in a human female . 

19. (Previously Presented) A kit according xo claim IS, wherein the number of daily 
dosage units comprising the combination of drospirenone and ethinylestradiol is 21. 22, 23 or 24, 
and wherein the number of daily dosage units comprising ethinylesiradiol without drospirenone 
is 7, 6, 5 or 4. 

20. (CANCELED) 

21. (Previously Presented) A kit according to claim 18, wherein the ai least 21 daily 
dosage units comprise drospirenune in an amount of from about 2.5 mg to about 3.5 mg and l7u- 
eihmylestradiol in an amount of from about 0.015 mg to about 0.04 mg 

22. (Previously Presented) A kit according to claim 1 8, wherein ihe at least 21 daily 
dosage units comprise drospirenone in an amount of from about 3.0 to about 3 5 mg and 17a- 
ethinylestradiol in un amount of from about 0.015 to about 0.03 mg, 

23. - 35. (CANCELED) 

36. (Previously Presented) The composition of claim 1 7 wherein the drospirenone is 
m tire form of a prodrug of the compound 
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37. (Previously Presented) The composition of claim 1, wherein the 17u- 
eihinyJcstradiol i=> in ihe form.of an esieror ether of the compound, 

38. (Previously Presented) The composition of claim 1, wherein the drospirenone is 
provided together with a currier which is of carboxymeihylcellulose, hydroxypropyl cellulose, 
hydioxyprupytmethyl cellulose, gelled starch, gelatin or polyvinylpyrrolidone. 

39. (Previously presented) The kit of claim 10, wherein the drospirenone is 
provided together with a carrier which is of carboxyroeihylcellulose, hydroxypropyl cellulose, 
hydroxypropylnierhyl cellulose, gelled starch, gelatin or polyvinylpyrrolidone. 

40. (Previously presented) The kit of claim 1 8, wherein the drospirenone is 
provided Lu»cther with a earner which is of carboxymethylcellulose, hydroxypropyl cellulose, 
hydroxypropylmeihyi cellulose, gelled starch, gelaiiri or polyvinylpyrrolidone. 

41 . (Previously Presented) The kit of claim 10, wherein both the drospirenone and 
l7u-eihinylestradiol are micronized. 

42. (Previously Presented) The kit of claim 18, wherein both the drospirenone and 
1 7a-ethinylesiradioJ are micronized. 

43. (Previously Preseuted) The composition of claim 36, wherein the prodrug is an 
eslur of drospirenone, 
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44. (Currently Amended) A pharmaceutical composition comprising: 

from about 2 my io about 4 mg of drospirenone particles, wherein the drospirenone has a 
surface area of more man 10 000 cm 2 /& 

aboui 0.01 mg io about 0.05 mg of l7u-ethinylestradioh and 
one or more pharmaceutic ally acceptable carriers, 

the composition being in an oral dose form exposed to the gastric environment upon 
di j joluiioi yand the composition beinu effective for oral contracep tion in a human female. 

45. (Currently Amended) A pharmaceutical composition comprising: 

from about 2 mg to about 4 mg of drospirenone particles, therein the drospirenone is m a 
form, which when provided in a tablet containing 3 mg of drospirenone, has a dissolution such 
that at least 70% of said drospirenone is dissolved in 900 ml of water at 37°C (± 0.5°C) within 
30 minutes, as determined by USP XXIII Paddle Method using a USP dissolution test apparatus 
2 at a stirring rate of 50 rpm, including 6 covered glass vessels and 6 paddles, 

about 0.01 mg to about 0.05 mg of 17a-eihinylestradiol, and 

one or more pharmaceutical ly acceptable carriers, 

ihc composition being in an oral dose form exposed to the gastric environment upon 
dissolution , and the composition beinu effective for oral contraception in a h uman female. 

46. (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, Individually removable, daily dosage units, in an oral dose form exposed to die gastric 
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environment upon dissolution, placed in a packaging unit and intended tor oral administration for 

a period of 21 consecutive days, wherein said daily dosage units each comprise a combination of 
drospirenone particles in an amount of from about 2 m& to about 4 mg> wherein the 

drospirenone has a surface area of more than 10 000 enr/g, and 

1 7a-ethmylestradiol m an amount from about 0.01 lo about 0,05 m g, and 
wherein said dailv dosage units comprising drospirenone are effective for oral 

contraception in a human female . 

47, (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, in a packaging unit and intended for oral administration for a 
period of 21 consecutive days, wherein said daily dosage units each comprise a combination of: 

drospirenone particles m an amount of from about 2 mg to about 4 mg, wherein the 
druspirenone is in a form , which when provided in a tablet containing 3 mg of drospirenone, has 
a dissolution such that at least 70% of said drospirenone is dissolved m 900 ml of water at 37°C 
(± 0.5"C) within 30 minutes, as determined by USP XXU1 Paddle Method using a USP 
dissolution Lest apparatus 2 at a stirring rate of 50 ipm, including 6 covered glass vessels and 6 
paddles, arid 

\ 7a^eihinylestradioI m an amount from about 0.01 to about 0.05 mg, and 
whei yin said daily dosage units comprising drospirenone are effective for oral 
eoutraceptiOTi m a human fcmak - 
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48, (Currently Amended) A pharmaceutical kit comprising a number of separately 
packageu, individually removable, daily dosage anils, in an oral dose form exposed to the gastric 
environment upon dissolution, in a packaging unit and intended for oral administration for a 
periou ol 'ai least 2& consecutive days, 

wherein ai least 2 1 of said daily dosage unirs comprise a combination of: 
drospirenone particles in an amount of from about 2 my to about 4 mg 7 wherein the 
drospirenone has a surface area of more than 10 000 enr/g, and 

1 7u-ethiny I estradiol m an amount from about 0.0] to about 0.05 mg, and 
wherein at least I bui no more than 7 of said daily dosage units contain 17a- 
crinnylestrudiol in an amount from about 0.01 to about 0.05 mg and contain no drospirenone , and 

wherein said daily dosage units comprising drospirenone are effective for oral 
contraception in a human female , 

4*A (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, in a packaging unit and intended for oral administration for a 
penod oj ai least 28 consecutive days, 

wherein ai least 21 of said daily dosage units comprise a combination of; 

drospirenone panicles in an amount of from about 2 mg to about 4 mg, wherein the 
drospirenone ts in a form, which when provided in a tablet containing 3 mg of drospirenone, has 
a dissolution such That at leusi 70% of said drospirenone is dissolved in 900 ml of water at 37°C 
(± 0.5"C) withm 30 mumies, as determined by USP XX1I1 Paddle Method using a USP 
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dissolution test apparatus 2 at a stirring me of 50 rpm, including 6 covered glass vessels and 6 
puddles, and 

[ 7u-ethinylesiradiol jn an umount from about G UI to about 0.05 mg, and 
wherein at least 1 but no more than 7 of said daily dosage units coniain 1 7a- 

eihinylcstradiol in an amount from about 0.01 to tibout 0.05 mg mid contain no drospirenone , and 
wherein said daily dosaue units comprising drospirenone are effective for oral 

contraception in a human female 

50. (Previously Presented) A composition or kit of claim 45, 47 or 49, wherein at 
leu*i 80% of said drospirenone is dissolved within 20 minutes by the stated test. 

51. (Previously Presented) A composition or kit according to claim 44, 45, 46, 47, 

48 or 40. wherein the 17u-ethiny [estradiol is in rnicroni2ed form 

52. (Previously Presented) A composition or kit according to claim 44, 45, 40, 47, 
48 or 49, wherein the 1 7a-ethuiylestradiol is sprayed from a solution onto panicles of an inert 
carrier. 

53. (Previously Presented) A composition or kit according to claim 44, 45, 46 7 47, 
48 or 49, wherein the amount of drospirenone is from 2.5 to 3.5 mg. 

54. (Previously presented) A composition or kit according to claim 44, 45, 46, 47 ? 
4S or 49, wherein the amount of l7a-ethinylestradjol is from 0.015 to 0.04 mg. 
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55, (Previously Presented) A composition or kit according to claim 44, 45, 46, 47. 
48 or 4*i> comprising a earner effective lo promote dissolution of drospirenone and 
eihinylesnadiol. 

56, (Previously Presented) A composition or kit according ro claim 55 wherein suid 
carrier is polyvinyl pyrrotidonc 

57, (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to rhe gastric 
environment upon dissolution, in a packaging unit, including active daily dosage units which 
comprise a combination of micvonized drospirenone particles m an amount of from about 2 m» 
to about 4 mg and 1 7a-ethinylesiradiol m an amount from about 0 01 to about 0.05 mg, wherein 
the kit ts adapted lor administering active daily dosage units for multiple cycles of 28 
consecutive day* each, followed by administering the active daily dosage units for 21, 22, 23 or 
24 consecutive days and subsequently administering daily dosage units containing no active 
agent, or administering no daily dosage units, tor 7, 6, 5 or 4 consecutive days, and wherein said 
daily dosa g e units comprising drospirenone are effective for oral contrace ption in a human 
Icmale 

58, (Currency Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, m an oral dose form exposed to the gastric 
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environment upon dissolution, in it packaging unit, including active daily dosage units which 
comprise a combination of: 

drospirenone panicles in an amount of from about 2 mg to about 4 mg, wherein the 
drospirenone is in a form, which when provi4ed in a tablet containing 3 mg of drospirenone, has 
a dissolution such that at least 70°/, ol said drospirenone is dissolved in 000 ml of water ai 37 C C 
(± 0 5 W C) within 30 minutes, us determined by USP XXIH Paddle Method using a USP 
dissolution test apparatus 2 at a stimng rate of 50 rpm, including 6 covered glass vessels and 6 
paddles, and 

l7u-eihiayIestradiol m an amount from about 0.01 to about 0,05 mg ? 

wherein the kit is adapted for administering active daily dosage units for multiple cycles 
of 28 consecutive days each, followed by administering active daily dosage units for 21, 22, 23 or 
24 consecutive days and subsequently administering daily dosage units containing no active 
agent, or administering no daily dosage units, for 7, 0, 5 or 4 consecutive days, and wherein said 
juily Josaue units comprising drospirenone are effective for oral c ontraception in a human 
female . 

59. (Currently Amended) A. pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, in a packaging uiut, including active daily dosage units which 
comprise a combination of: 

drospirenone panicles in an amount of from about 2 mg to about 4 mg, wherein the 
drospirenone has a surface area of more than 10 000 cm 2 /g, and 
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[7a-ethinylestradioi in an amount from about 0 01 to about 0,05 mg, 
wherein the Jar xs adapted for administering active daily dosage units for multiple cycles 
or 28 consecutive days each, followed by administering active daily dosage units for 21, 22, 23 or 
24 consecunve days and subsequently administering daily dosage units containing no active 
agent, or udmimstering no daily dosage units, for 7, 6 T 5 or 4 consecutive days , and wherein said 
djjfy dosage units comprising drospnenone are effective for oral contraception in a human 
female . 

60. (Previously presented) TTie kit according to claim 57, 5S or 59, wherein the 
multiple cycles of 28 consecutive days each is 2 to 4 such cycles. 

61 . (Previously presented) A composition or kit according to claim 44, 45, 46, 47, 
48, 4V>, 57, 58, 59 or 60 wherein iho amount of drospirenone is from about 3.0 to about 3,5 mg 
and the amount of 1 7a-ethinylestradioI is from about 0.01 5 to about 0.03 mg. 

62. (Previously presented) A composition or ku according to claim I, 44, 45, 46, 
47, 4fc, 4 l ), 57, 58, 50 or60, whciem the amount of drospirenone is from 2.5 mg to 3.5 mg, and 
the amount of l7u-ethinyiestradiol is from 0.015 mg to 0,04 m^. 

63. (Previously presented) A composition or kit according to claim 1, 10, 18, 44, 

45, 46, 47, 48, 40, 57 r 5^ 59 or 60 wherein the 1 7a-ethinyleswadio| is provided in an amount of 
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from about' u. 01 io about U 04 mg and ihe drospirenone is provided in a form whereby ihe 
dio^pirenoae is exposed to the gastric environment upon dissolution. 

64. (Previously presented) A composition according lo claim 1, 44 or 45, wherein 
ihe composition is provided m a tablet, pill or capsule oral dosage form- 

65. (Previously presented) A kit according to claim 10, 18, 46, 47, 48, 49, 57, 58, 
50 or 60 wherein the daily dosage units are provided in a tabJer, pill or capsule oral dosage form. 

66. {Currently Amended) A pharmaceutical composition comprising about 3 mg of 
micronizcd drospirenone panicles, about 0,03 mg of micronized 1 7a-ethii>ylesrradio], and one or 
more pharmaceutical^ acceptable carriers, the composition being in a tablet, capsule or pill oral 
dose exposed to the gastric environment upon dissolutio n, and the composition being effective 
tor oral contraception in a human female , 

67. (Currently Amended) A pharmaceutical kit comprising a number of separately 
packaged, individually removable, daily dosage units, in an oral dose form exposed to the gastric 
environment upon dissolution, placed in a packaging unit and intended for oral administration for 
u period of 28 consecutive days, wherein 21 of said daily dosage units comprise a combination of 
microni?.ed drospirenone particle* in an amount of about 3 nig and mieronized 17a- 
eilnnylesiradiol in an amount of about 0.03 mg, and wherein 7 of said daily dosage units contain 
no drospirenone or 1 7a-ethinylestradiol v and 
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wherein said dajlv dosage units comprising drospirenonc are effective for oral 
contraception in a limmn female . 

6tf. (Previously presented) The composition of claim 36, wherein the prodrug is an 
^ster of drospirenonc. 

69. (Previously presented) A kit according to claim 13, which additionally 
comprises daily dosage units comprising the combination of drospirenone and ethmylestradiol 
for 21, 22, 23 or 24 consecutive days and subsequent daily dosage units containing no active 
a^cni tor 7, 6, 5 or 4 consecutive days. 
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